Remarks 



The claims have been amended to relate to an antimicrobial composition free of 
halogenated compounds. The halogenated compounds are considered as being 
environmentally undesirable. In addition, the complexes of the present invention have 
been allowed to be used around food without being rinsed away and have been approved 
by the FDA for such use. It is believed to be the only sanitizer approved for such use. 

Reconsideration is respectfully requested of the rejection of the claims as now 
amended under 35 USC 102(b) or alternatively under 35 USC 103(a) m view of Smith. 

Smith is distinguished from the compositions of the present invention several 
ways. Smith utilizes an antimicrobial compound contmning halogen groups which are 
environmentally undesirable. Moreover, the compounds are toxic and cannot be used 
around food without the additional step of washing the surfaces to remove the complex. 
The complexes formed require the addition of a lactam or lactone to obtain a long lasting 
effect. It has been found that the lactones and lactams have a short shelf life and oxidize 
and not only discolor but precipitate out of solution. 

Smith and the present applicants have the same assignee, AlphaMed 
Pharmaceutical Corp. The present invention is an improvement over Smith by providing 
a more stable composition which is non-toxic and can be used around food. 

According to the present invention, the anti-microbial composition provides long 
lasting protection, namely, at least 28 days without the requirement of a lactone or lactam 
or polymer. 



It has been found that the present complexes do not leach out of different 
polymers. For example, in a slightly water soluble hydroxyl cellulose film, the film 
surface is rejuvenated as the polymer slowly dissolves in water, namely rain. This has 
resulted in coated wire mesh used around chickens to reduce the occurrence of 
salmonella. 

In a separately filed patent application, the composition is encapsulated within a 
cellulosic sponge mop. The antimicrobial is not used to dispense on a floor but to kill the 
microorganisms which remain on the mop during storage to prevent degradation and the 
formation of odors. 

Consequently, Smith does not on all four comers teach the presently claimed 
composition so that the rejection under 35 USC 102(e) should be removed. Also, the 
presently claimed invention provides an unexpected advantage over Smith by being more 
stable, can be used around food without washing and is environmentally acceptable. 

Smith does not make obvious the presently claimed invention under 35 USC 
103(a) since Smith does not form a stable solution. Smith proposes complexing the 
phenol with the lactam or lactone. Additionally, applicants' amine compound is different 
so that it can be used around food. Applicants do not use halogenated compounds and 
achieve the same or better resuhs than the compositions of Smith. Applicants' assignee 
originally sold the compositions of Smith but discovered that after six months, sludge 
formed. This led to the present invention. 

Smith is also silent about incorporating the composition in a polymer such as an 
acrylic polymer or a cellulosic polymer. The lactones and lactams were unstable. 



Consequently, the presently claimed invention provides a patentable distinction 
over Smith. 

Reconsideration is respectfijUy requested of the rejection of the claims under 35 
use 103(a) as being unpatentable over Merchant et al in view of Wakoa et al and Dellian 
etal. 

Dellian et al is not pertinent to the present invention since applicants' object is to 
use a fragrance such as limonene which is also anti-microbiaL In addition, Dellian is 
silent with regard to a fragrance for an amine compound. 

Merchant et al does not teach the use of the presently claimed diamine so that 
Merchant et al does not provide a composition for use against both gram-positive and 
gram-negative microbes. Merchant et al does not teach the complexes formed in the 
presently claimed composition which includes a complex between the amine compound 
and phenol or the amine compound and a dicarboxylic acid. 

Wakao et al does not add anything to the teaching or Merchant et al which would 
lead to the present invention. The nonyl phenol is primarily a surfactant which has an 
anti-viral effect. It does not complex with the amine. There are no dicarboxylic acids 
which are intended to complex with the amines. The amines of Wakao are not the same 
as presently claimed. The antimicrobial agents of Wakao are intended to leach out of the 
polymer to provide the protection of the sea structure. In contrast, the anti-microbials of 
the present invention are intended to stay within the polymers because of the complexes 
formed to prevent degradation or odor on a structure (mop) on which it is used. 



Both Merchant et al and Wakao et al are silent with regard to the formation of 
complexes. In the present invention a complex is formed between the amine and the 
phenol compound as well as with the dicarboxylic acid. 

Consequently, Merchant et al, Wakao et al and Dellian et al fail to teach an 
antimicrobial composition defined by a series of different complexes which is stable, 
gram positive and gram negative, which can be used around food, and will not leach out 
from an acrylic polymer. 

Submitted are test data which shows the long lasting anti-microbial eflfect of the 
present composition. Also, the FDA approval for use around food. 

Reconsideration and favorable action are earnestly requested in view of the 

foregoing. 

If there are any outstanding issues, the Examiner is requested to telephone the 
undersigned. 



Respectfully submitted, 



JOHN LEZDEY & ASSOCIATES 



John uhAty / 
RegiflfrationNo. 22,735 




4625 East Bay Drive 
Suite 302 

Clearwater, FL 33764 
(727) 539-0633 
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bad taken zb^Mt 3 rsai^ts. Or ruiBiu^ the test, with tea prafect appUed fe'^ ^yiag teok 
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Such growth is iscUcative of surviviisg / proljfssairv* orgjsRisms sadtharjcfore gives 
iaa>fia3»bn s^ut the rciative atRaaiia^s^wal a<Jtjvin«s of tl» prodssa tirr«f persods. 



STUDY DESIGN: 
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Sp<m$t»' directive, the diiutios. f^sm& wtH be: 
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Product 

Identification Number: 
Barcode: 046768 

Product Name: 
Case Type: 
Company : 

CORPORATION 

Product Manager: 
Product Status: 
Cancel/Transfer Reason: 

Formulation Code: 
Toxicity Category: 
RCRA Classification: 

Label Date: 
Approval Date: 
Cancellation Date: 
Stocks Date: 

Transferred: 
Suspended: 



Reference Files System 
Data Report 

69658-3 Case 



NOVIGARD (QUICK DRY) 

R Federal Registration 

69658 ALPHAMED PHARMACEUTICAL, 



34 Adam Heyward 
A Active 



16 Ready-to-Use Solution 
2 Warning 
Not Available 

97/05 
05/15/97 
/ / 
/ / 

No 
No 



Use Categories Pest Categories 

Terrestrial Food Crop: No 
Non-Pest: No 

Terrestrial Feed Crop: No 
Disinfectant: Yes 

Terrestrial Non-Food Crop: No 
Fungal : No 

Aquatic Food Crop: No 
Invertebrate: No 

AquaticNon-Food Outdoor: No 
Nematodal: No 
Aquatic Non-Food Residential: No 



Plant: No 
Aquatic Non-Food Industrial: 
Vertebrate: No 
Greenhouse Food Crop: 
Greenhouse Non-Food Crop: 



Flags 



Forestry: 
Resident ialOutdoor: 
Restricted Use: No 

Indoor Food: 
Conditional Use: Yes 

Indoor Non-Food: 
Reregistration: No 

Indoor Residential: 

Packaging: No 

Indoor Medical: 
Special Review: No 



No 

No 
No 

No 
No 

Yes 

Yes 

Yes 

Yes 



Miscellaneous 



Child Resistant 



